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EXAMINER'S ANSWER 



This is in response to the appeal brief filed June 22, 2005 appealing from the Office 
action mailed October 6, 2004. 
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(1) Real Party in Interest 

A statement identifying by name the real party in interest is contained in the brief. 

(2) Related Appeals and Interferences 

The examiner is not aware of any related appeals, interferences, or judicial 
proceedings which will directly affect or be directly affected by or have a bearing on the 
Board's decision in the pending appeal. 

(3) Status of Claims 

The statement of the status of claims contained in the brief is correct. 

(4) Status of Amendments After Final 

The appellant's statement of the status of amendments after final rejection 
contained in the brief is correct. 

(5) Summary of Claimed Subject Matter 

The summary of claimed subject matter contained in the brief is correct. 

(6) Grounds of Rejection to be Reviewed on Appeal 

The appellant's statement of the grounds of rejection to be reviewed on appeal is 
correct. 

(7) Claims Appendix 

The copy of the appealed claims contained in the Appendix to the brief is correct. 

(8) Evidence Relied Upon 

5,221,270 PARKER 6-1993 

4,657,024 CONEYS 4-1987 
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5,948,489 HOPKINS 9-1999 

(9) Grounds of Rejection 

The following ground(s) of rejection are applicable to the appealed claims: 

Claims 1, 2, 4, 13, and 17-23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Parker in view of Coneys. The patent to Parker discloses the recited 
sheath comprising a shaft 16 extending from a proximal end portion to a distal end 
portion, a distal tip 12 at the distal end of the shaft, the distal tip section comprising 
polymeric material 34 containing 35-65% of a radiopaque material such as tungsten, 
where the shaft is less radiopaque than the distal tip section, the polymeric material can 
be polyamide, and the tip member was originally a separate member. The patent to 
Parker discloses all of the recited structure with the exception of using fluorinated 
ethylene propylene as the polymeric material. The patent to Coneys discloses that it is 
known in the art that fluorinated ethylene propylene can be used as sleeves in catheters 
when used in combination with radiopaque materials of varying amounts. It would have 
been obvious to one skilled in the art to modify the polymeric material in Parker to be 
made of any suitable plastic for use with catheters including fluorinated ethylene 
propylene as suggested by Coneys as such is a known equivalent plastic that is used 
with catheters provided with varying amounts of radiopaque materials as such is a 
material having more lubricious properties which would allow for easier insertion. 
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Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Parker 
in view of Coneys and Hopkins. The patent to Parker discloses all of the recited 
structure with the exception of stating the size of the tungsten particles used and using 
FEP for the catheter. The patent to Hopkins discloses the recited use of radiopaque 
materials such as tungsten in a catheter, where it is known that the particles can be as 
small as 0.9 microns, which suggests they can be any size larger than 0.9 microns also. 
It would have been obvious to one skilled in the art to modify the tungsten in Parker to 
be of a size at least as small as 0.9 microns and larger as such are known particle sizes 
of tungsten used in radiopaque catheters as suggested by Hopkins as such would be 
more easily visible. The patent to Coneys discloses that it is known in the art that 
fluorinated ethylene propylene can be used as sleeves in catheters. It would have been 
obvious to one skilled in the art to modify the polymeric material in Parker to be made of 
any suitable plastic for use with catheters including fluorinated ethylene propylene as 
suggested by Coneys as such is a known equivalent plastic that is used with catheters 
provided with varying amounts of radiopaque materials as such is a material having 
more lubricious properties which would allow for easier insertion. 

Claims 5 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Parker in view of Coneys as applied to claims 1 , 2, 4, and 13 above, and further in view 
of Hopkins. The patent to Parker as modified discloses all of the recited structure with 
the exception of stating the size of the tungsten particles used. The patent to Hopkins 
discloses the recited use of radiopaque materials such as tungsten in a catheter, where 



Application/Control Number: 09/810,377 Page 5 

Art Unit: 3754 

it is known tliat the particles can be as small as 0.9 microns, which suggests they can 
be any size larger than 0.9 microns also. It would have been obvious to one skilled in 
the art to modify the tungsten in Parker as modified to be of a size at least as small as 
0.9 microns and larger as such are known particle sizes of tungsten used in radiopaque 
catheters as suggested by Hopkins and such would be more easily visible. 
(10) Response to Argument 

Issue 1, claims 1, 2, 4, and 13, appellants first argument sets forth on page 5, the 
first full paragraph that FEP "is a well-known composition with which physicians and 
clinicians have developed a high level of comfort and confidence" suggesting applicant 
knows this material to be known in the art. In the next full paragraph, appellant 
suggests that the present inventors have found by thermally bonding a shaft portion 
formed from FEP to a distal tip section formed from highly loaded FEP that a low friction 
sheath is formed which has a reliable bond which seems to suggest the bond is 
considered as appellants invention. However, it is clear that the prior art of record to 
Parker clearly sets forth this same type of bond for connecting a highly loaded end to a 
less loaded shaft. Therefore it is apparent that one skilled in the art in possession of 
Parker would be capable of achieving the same results with any known material used in 
the art to form shafts and tips, where Parker further sets forth that the same material 
should be utilized for the tip and shaft, and the tip be different only in the amount of 
loading with radiopaque material. Therefore it would seem that such is a known 
connection or bonding between a tip and shaft of the same material containing different 
amounts of loading, with the tip being heavily loaded with radiopaque material, and one 
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in possession of this knowledge would see the same secure bond, and be able to 
ascertain via the highly loaded tip section where the end of the apparatus was with 
respect to the shaft in that such would not differ because of the base material used to 
hold the radiopaque material. With respect to the discussion of Coneys, the examiner 
held in the final rejection arguments section that Coneys itself discloses highly loading 
FEP to the percentages claimed by appellant. Specifically Coneys sets forth in column 
3, lines 50-58 that 20-30% of FEP can be loaded with 70-80% radiopaque material. 
The examiner refers to Parker to teach high loadings of just the tip of the apparatus, but 
the teachings that FEP can be highly loaded with radiopaque material comes from 
Coneys the modifying reference. 

Appellant admits in the first full paragraph of page 7, that FEP is known in the art 
of medical tubing apparatus such as introducer sheaths.. Coneys sets forth in column 3, 
lines 56-58 that this highly loaded material is extruded simultaneously with less 
radiopaque material such as pure FEP. Also, in column 3, lines 31-34 Coneys sets 
forth that FEP or other thermoplastic materials can be used to form the apparatus 
sheath thereby teaching other materials known for use in this field for similar articles are 
also known, of which Parker sets forth another such material, polyamide. However, it is 
also noted that appellant is arguing properties of the sheath in the last sentence of the 
first full paragraph of page 7, yet such are not claimed limitations and therefore cannot 
be successfully argued when the sleeve of Parker as modified by Coneys would 
inherently have the same properties. 
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With respect to appellants argument that there is no teaching of highly 
loading FEP, such is not the case when Coneys clearly sets forth that FEP can be 
loaded up to 70-80% with radiopaque material. Parker clearly teaches such high 
loadings being provided in the tip of a sheath to allow such to be better identified during 
insertion. Coneys in no way teaches away from high loading a tip when such being 
used to teach merely that FEP can be used for sheaths in the art, and the high loading 
of FEP teaching in Coneys is provided to address appellants previous argument that 
there was no teaching in the art that one could so highly load FEP, however. Coneys 
clearly teaches this to be old and known in the art, to highly load FEP. The teachings of 
Coneys can even be considered to support the idea of at least heavily loading a portion 
of the sheath for identification purposes in that the embodiment of figure 3 does not 
completely provide the sheath with highly loaded FEP, but merely parts 14' of the 
sheath are heavily loaded, where such extends to the tip as well. 

With respect to the argument that bridges pages 7 and 8, with regards to Coneys 
requiring virgin FEP covering the. highly loaded FEP, such is immaterial when such 
would not preclude one skilled in the art of substituting the plastic used in Parker with an 
equivalent plastic used to form such sheaths as taught by Coneys, specifically FEP. 
The argument that the radiopacity of the distal portion of Coneys is 12-25 % such is not 
persuasive when the reference to Coneys states that the amount of highly loaded FEP 
making up the sheath is between 12-25%. This does not translate into a teaching that 
only loadings of 12-25% radiopaque material in FEP is being taught, rather, the actual 
percent of radiopacity of the FEP that is heavily loaded is related to the loading of that 
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portion, not the entire sheath as appellant seems to be arguing. Likewise the claim 
language merely sets forth the amount of radiopaque material in the FEP, not with 
reference to actual radiopacity as appellant is arguing. However, it should not be 
confused as to what the reference to Coneys is being used to modify the base reference 
to Parker. Parker discloses the recited percentages of loadings for the tip portion, and 
Coneys is only being used to modify the type of binder material being used for the 
sheath. The only reason the level of loading of Coneys is even at issue was due to the 
examiner addressing appellants previous argument that FEP was not known to be 
heavily loaded with radiopaque material, and it was the examiner's position that Coneys 
teaches that FEP is capable of heavy loading with radiopaque material. 

With regards to the argument that the virgin material would somehow affect the 
radiopacity of the sheath, such is not only immaterial for the reason set forth above, that 
being that Coneys is used to modify the material used only, but such is also nothing 
more than an unsupported argument. There is no evidence that the envelope of virgin 
FEP provided would in any way affect the radiopacity of the sheath when the FEP would 
essentially be invisible if not loaded with some radiopaque material, so it is not evident 
that providing extra FEP with no loading over the highly loaded portion would in any way 
change the radiopacity of the sheath. Therefore, this added structure in the modifying 
reference is in no way destroyed when combined with Parker, especially when Coneys 
is used to teach that FEP is known for use in medical sheaths in place of other known 
plastics, of which Parker is formed, such as polyamide. Therefore, the teachings of 
Coneys are clearly that of providing FEP sheaths that can be provided with highly 
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loaded portions, and that such is capable of being done. That was the point the 
examiner was trying to make with regards to Coneys. As set forth above, it is 
immaterial to the combination whether Coneys utilizes virgin material as well, such does 
not preclude the modification of using a different material for sheaths, even if one skilled 
in the art would feel the need to provide a virgin layer over the highly loaded layer, such 
would still meet the claim language when modifying Parker to be made from FEP with a 
higher loaded tip, with or without a virgin layer included, such would still read upon the 
claimed subject matter, however, such is not pertinent to the teachings of Coneys that 
FEP can be used for forming sheaths such as set forth in Parker. 

Further, with respect to the argument that it was not known nor obvious to use 
FEP highly loaded with radiopaque materials as a distal tip is not persuasive for the 
following reasons: Coneys teaches high loadings of radiopaque materials in FEP so 
such teaches that it was known to that it could be done, secondly the material in Coneys 
extends to the end of the sheath which puts high loadings in FEP at the end, the patent 
to Parker teaches highly loading a tip with the sheath having lower loadings, and unless 
the allegations of the criticality of the limitations recited in the rejected claims are 
supported by actual proof, they cannot be given any weight in determination of the issue 
of obviousness. In re Eisenhut (CCPA 1957). 245 F2d 481. 114 U.S.P.Q. 287. The 
subject matter as a whole would have been obvious to one having ordinary skill in the 
art at the time the invention was made... since it has been held to be within the 
general skill of a worker in the art to select a material on the basis of its suitability for the 
intended use as a matter of obvious design choice. In re Leshin . 125 U.S.P.Q 416. 
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Moreover, a newly discovered property does not render a compound unobvious, 
if (1) the claimed compound is structurally obvious from a prior art compound, (2) the 
claimed compound possesses the same property for which the prior art compounds 
were useful, and (3) the prior art compound in fact possesses the newly discovered 
property of the claimed compound. Monsanto Co. v. Rohm & Haas Co . (DC ED Pa 
1970)420 F2d 950, 164 U.S.P.Q 556. The patent to Parker clearly teaches using 
highly loaded tip portions with lesser loaded shaft body loadings and making the two of 
the same material, and specifically the particular loadings required are also given. 
Coneys teaches that FEP can be used, including into the tip portion, and can be highly 
loaded and that one can expect success as set forth above. With respect to the 
addition of "consists essentially of to new claim 17, such is only referring to the tip 
portion, and as set forth above, the highly loaded tip portion is taught by Parker and the 
use of FEP to form the tip and body portions is considered obvious as taught by Coneys 
where the only modification being made by Coneys is material, not structural, and 
Parker meets all the structural limitations with no other layers. Coneys teaches the 
equivalence of using FEP in place of other materials when making body and tip portions 
having loadings of radiopaque material. 

With regards to claims 17-23, appellant argues that the phrase "consisting 
essentially of such is not given more weight than the term comprising as set forth in 
the MPEP 21 1 1 .03. Specifically with regards to the transitional phrase "consisting 
essentially of the MPEP recites: 
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The transitional pfirase "consisting essentially of limits the scope of a claim to 
the specified materials or steps "and those that do not materially affect the basic and 
novel characteristic(s)" of the claimed invention. In re Herz, 537 F.2d 549, 551-52, 
190 USPQ 461, 463 (CCPA 1976) (emphasis in original) (Prior art hydraulic fluid 
required a dispersant which appellants argued was excluded from claims limited to a 
functional fluid "consisting essentially of certain components. In finding the claims did 
not exclude the prior art dispersant, the court noted that appellants' specification 
indicated the claimed composition can contain any well-known additive such as a 
dispersant, and there was no evidence that the presence of a dispersant would 
materially affect the basic and novel characteristic of the claimed invention. The prior art 
composition had the same basic and novel characteristic (increased oxidation 
resistance) as well as additional enhanced detergent and dispersant characteristics.). "A 
consisting essentially of claim occupies a middle ground between closed claims that 
are written in a consisting of format and fully open claims that are drafted in a 
comprising' format." PPG Industries v. Guardian Industries, 156 F.3d 1351, 1354, 48 
USPQ2d 1351, 1353-54 (Fed. Cir. 1998). See also Atlas Powder v. E.I. duPontde 
Nemours & Co., 750 F.2d 1569, 224 USPQ 409 (Fed. Cir. 1984); In re Janakirama- 
Rao, 317 F.2d 951, 137 USPQ 893 (CCPA 1963); Water Technologies Corp. vs. Caico, 
Ltd., 850 F.2d 660, 7 USPQ2d 1097 (Fed. Cir. 1988). For the purposes of searching for 
and applying prior art under 35 U.S.C. 1 02 and 1 03, absent a clear indication in the 
specification or claims of what the basic and novel characteristics actually are, 
"consisting essentially of will be construed as equivalent to "comprising." See, e.g.. 
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PPG, 156 F.3d at 1355, 48 USPQ2d at 1355 ("PPG could have defined the scope of the 
phrase consisting essentially of for purposes of its patent by making clear in its 
specification what it regarded as constituting a material change in the basic and novel 
characteristics of the invention."). See also AK Steel Corp. v. Sollac, 344 F.3d 1234, 
1240-41, 68 USPQ2d 1280, 1283-84 (Fed. Cir. 2003) (Applicant's statement in the 
specification that "silicon contents in the coating metal should not exceed about 0.5% by 
weight" along with a discussion of the deleterious effects of silicon provided basis to 
conclude that silicon in excess of 0.5% by weight would materially alter the basic and 
novel properties of the invention. Thus, "consisting essentially of as recited in the 
preamble was interpreted to permit no more than 0.5% by weight of silicon in the 
aluminum coating.); In re Janakirama-Rao, 317 F.2d 951, 954, 137 USPQ 893, 895-96 
(CCPA 1963). If an applicant contends that additional steps or materials in the prior art 
are excluded by the recitation of "consisting essentially of," applicant has the burden of 
showing that the introduction of additional steps or components would materially change 
the characteristics of applicant's invention. In re De Lajarte, 337 F.2d 870, 143 USPQ 
256 (CCPA 1964). See also Ex parte Hoffman, 12 USPQ2d 1061, 1063-64 (Bd. Pat. 
App. & Inter. 1989) ("Although consisting essentially of is typically used and defined in 
the context of compositions of matter, we find nothing intrinsically wrong with the use of 
such language as a modifier of method steps. . . [rendering] the claim open only for the 
inclusion of steps which do not materially affect the basic and novel characteristics of 
the claimed method. To determine the steps included versus excluded the claim must 
be read in light of the specification. . , . [I]t is an applicant's burden to establish that a 
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step practiced in a prior art method is excluded from his claims by consisting essentially 
of language."). Appellant has not shown why the transitional phrase "consisting 
essentially of should be considered any more limiting than the transitional phrase 
"comprising" when such are equivalent till proven otherwise. Therefore, Parker as 
modified by Coneys to substitute FEP for the base material of the sheath suggests 
appellants claimed subject matter when consisting essentially of the material in that it 
has not been proven that the added structure would affect the final product. 

In light of the teachings of the references, and the fact that they are very closely 
related, and that Coneys teaches alternate material used in these similar medical tubes, 
as per MPEP 2144.06 a prima facie case can be supported by combining equivalents 
known for the same purpose where Coneys acknowledges that FEP can be used for the 
same type of medical tubing use as that taught in Parker, and that there are advantages 
to using FEP for its properties over prior materials. The fact that Coneys is teaching the 
use of FEP is not contrary to the teachings of Parker when Parker teaches the use of a 
different material, polyamide, to form the sheath and the tip, where the tip is loaded 
differently than the sheath, but rather is teaching that an alternate material to be used 
for the wall of a medical tube which is capable of being made radiopaque is available 
and that such a material has properties which are more useful than previous materials. 

With regards to Issue 2, as set forth above, the statement that Coneys teaches a 
weight percent of 12-25% radiopaque material is not only irrelevant because this 
reference is not being used to modify the amount of radiopaque material provided, 
which is already set forth by the base reference to Parker, but is wrong for the reasons 
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set forth above. Coneys teaches that FEP can be loaded as high as 70-80% 
radiopaque material in a base FEP material, regardless of any additional structure, and 
such is moot based on the fact that Coneys is not being used to modify amounts of 
radiopaque loadings. There is no argument provided that the combination of the 
teachings of Hopkins with Parker are not viable, therefore, this rejection stands with the 
previous rejection and should be treated on the merits of the combined teachings of 
Parker in view of Coneys. 

The argument directed toward Issue 3, contains no additional reasoning why the 
teachings of Hopkins cannot be combined with Parker as modified by Coneys, and the 
examiners position is the same as set forth with regards to Issues 1 and 2 above. 

(11) Related Proceeding(s) Appendix 

No decision rendered by a court or the Board is identified by the examiner in the 
Related Appeals and Interferences section of this examiner's answer. 



For the above reasons, it is believed that the rejections should be sustained, 
^^pec^^^^mitted, 
/^ames F. Hook 



Conferees: 
K. Shaver 



